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Dear Mr. WaIker:

Duringan inspectionof your facility, WalkerWeldersSupplyCo., Inc., 1341DesotoStreet,

@

Cktrksdale,Mississippi,our immtigator documenteddeviationsfkomthe Current Good
ManufacturingPracticeRegulations(Title21, (Me of Fe@ml Regdutions (CER), Part211),
regardingthe repackinghnanuticturingof medicaloxygen. Thesedeviationscauseyour
product to be adukerated within the m-g of Sation 501(a)(2)@)of tie FedI@ FocW
Dmg and CosmeticAct (Act). Yourproduct is also misbrandedin that it was manufactured
in an establishmentnot duly registeredunder Section510 of the Act.

Our inspectionconductedNovember21-22, 1996, revealed the followingobjectionable
conditions: (1) failure to maintainbatch productionrecords for any batchesproducedfrom
2/96-11/%; (2) failureto documentthe testingof each batch of oxygenprior to releasefor
conformanceto W specifications;(3) failureto document the calibrationof ~
570A AIMIyzefptior to use; (4) failureto have batch productionrecordscheckedby a second
person prior to releaseand saIe; (5) failureto assure that each personengaged in the
manufactureof USP oxygenhas the training, education, and experienceto enable themto
perform the assignedfimctions;and, (6) failure to establisha writtenprocedurefor the
receivingand handlingof complaints.

The above identificationof violationsis not intendedto be an all-inclusiveiist of deficiencies
at your facility. It is your responsibilityto assure adherencewith each requirementof the
Good ManufactudngPracticeRegulations. Federal agencieaare advisedof the Wuanceof
all warning Mm aboutdrugs and devicesso thst they may take this informationintc
accuunt when consideringthe awardof contracts.
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Youshould take prompt action to correct thesedeviations. Failure to promptlycorrect these
deviationsmay result in regulatoryaction withoutMhcr notice. This may includeseizure
and/or injunction.

Youshould noti~ this office in writing, within M workingdays of receipt of this letter, of
the steps you have taken to correct the noted violations,includingan explanationof each step
being taken to prevent the recurrenceof similarviolations. If comctive actioncmot h
completedwithin 15 working days, state the reasonfor this delay and the time withinwhich
the correctionswill be completed.

Your responseshouk! he directed to CarolynS. Olsen, ComplianceOfficer, U.S. Food and
Drug Administration,4298 ElysianFields Avenue,New(Mans, Louisiana,70122,
telephonenumber (S04) 589-7166. Should you WC any questionscoaccming the contents
of this Icttcr, or if you desire a meetingwith the agencystaff, do not hesitateto contact Ms.
Olsen.

Sincerely,

uJames E. Gtict
DistrictDirector
NcwOrleansDistrict

Enclosure: FDA-483
21 cm Part 211


